^6. (New) The method in claim 55, in which the adjuvant is Bacille Calmette-Guerin. 
Please cancel claims 1-12. ' ' ' ' 



REMARKS 

This submission is in response to the Official Action dated April 10, 
2002. Claims 1-24 are pending. Claims 21-24 are allowed. Claims 1-20 have been 
rejected. Claims 13,16,17, 18, 19 and 20 have been amended. Claims 1-12 have 
been cancelled. New claims 25-56 have been added. Reconsideration of the above 
identified application, in view of the above amendments and the following remarks, is 
respectfully requested. 

Amended Claims 

Claims 1 3, 1 6, 1 7, 18, 19 and 20 have been amended. Support for the 
amendments to Claim 13 is found in Claim 1 1 and 12 and in the application as filed 
at page 7, lines 1 8-2; page 20 lines 20 to 30 ,and Example 3, Amendments to Claims 
16, 17, 18, 19 and 20 change inadvertent typographical errors in the dependencies. 
No new matter has been added in the amended claims. 

New Claims 

New claims 25-52 include dependent claims to allowed claims 21-24 as 
well as independent claims. Support for the new claims is found in the claims as filed. 
In addition, support for the new claims is found in the application as filed. No new 
matter has been introduced. 
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Support for the new Claim 25 is found in Claim 1 1 as filed. Support for Claim 
26 is found at page 30, lines 1 5-23 in the application as filed. Support for Claim 27, 
28 and 29 is found at page 1 6 to page 1 9 of the application as filed. Support for Claim 
30 is found at page 10-14 in the application as filed. Support for Claim 31 is found at 
1 4-1 7 in the application as filed. Support for Claim 32, 33 and 34 is found at page 8-9 
and in the Examples in the application as filed. Support for Claim 35, 36 and 37 is 
found at page 9 in the application as filed. Support for Claim 38 is found at page 23 
in the application as filed. Support for Claim 39 is found at page 7, lines 1 8-21 of the 
application as filed. Support for Claim 40 is found at page 30 in the application as 
filed. Support for Claim 41 is found at page 3, lines 20-25 and page 7, lines 18-21, 
in the application as filed . Support for Claim 42 is found at page 7, lines 1 8-21 , in the 
application as filed. Support for Clam 43 is found at page 23, lines 5-16 in the 
application as filed. Support for Claim 44 is found at page 3, lines 20-25 and page 7, 
lines 1 8-21 , in the application as filed. Support for Claim 45 is found at page 30, lines 
26-27. Support for Claim 46 is found in Claim 1 1 and 12 and in the application as 
filed at page 7, lines 1 8-2; page 20 lines 20 to 30 ,and Example 3. Support for Claim 
47 is found at page 1 6 to page 1 9 of the application as filed. Support for Claim 48 and 
49 is found at page 8-9 and in the Examples in the application as filed. Support for 
Claim 50 is found at page 23 in the application as filed. Support for Claim 51 is found 
at Claim 21 as filed in the original application as filed. Support for Claim 52-54 is the 
same as for Claims 48, 49 and 50. Support for Claims 55 can be found in Claim 23 
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as filed. Support for Claim 56 is found in claim 24 as filed. 



No new matter has been added in the new claims. 

Information Disclosure Statement 
The examiner has invited submission of a PTO Form 1449, stating that 
a PTO Form 1449 was not enclosed with referenced filed June 6, 2001 . In order to 
comply with the request for submission, a copy of the PTO Form 1449, filed on June 
6, 2001 is attached at Tab A, along with a copy of returned post card listing said 
document. 

35 use §112 

The Examiner has rejected claims 16-20 under 35 USC §112, second 
paragraph as failing to particularly point out and distinctly claim the subject matter the 
invention. Specifically, the Examiner rejected Claim 1 6 over a lack of antecedent basis 
in Claim 14. This results from an editing error. Claim 16 has been amended so that 
it now depends from Claim 1 5, a claim that provides proper antecedent basis for Claim 
16. 

In addition, the Examiner has rejected claims 12-14, 16, and 17-20 (all 
method claims) over a lack of proper antecedent basis in Claim 10 (a composition 
claim). This results from an editing error. Claims 16 and 17-20 have been amended 
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to change their dependency to Claim 13. Claim 13, as amended, is now an 
independent method claim which provides proper antecedent basis. Claim 14, due to 
amendments to Claim 1 3 now had proper antecedent basis. Since Claims 1 2 has been 
cancelled, a change in its dependency is not required. 

In light of the amendments to Claims 1 6 and 1 7-20, and the cancellation 
of Claim 1 2, it is respectfully requested that the Examiner withdraw the rejection to 
the claims. 

35 U.S.C. §102(b) 
Martin, et al. 

Claims 1-3, 6 and 9-12 are rejected under 35 U.S.C. § 102(b) as 
anticipated by Martin, et al. (PNAS, 1971, Vol. 68, pp. 469-472). Claims 1-12 
have been cancelled. Therefore, the rejections relating to Claims 1-3, 6, 9-12 are 
now moot. It is respectfully requested that the 35 U.S.C, § 102(b) rejections based 
upon these claims be withdrawn. 

35 U.S.C. §102(b) 
Berd et al, (Ann. NY Acad. Sci.) 
The Examiner has rejected claims 1-3, 6,7, 9,1 1 and 15 under 35 
U.S.C. § 102(b) as being anticipated by Berd et al., Ann, NY Acad, Sci. . Vol. 
690:147-152 (1993). 
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Claims 1-12 have been cancelled. Therefore, the rejections relating to 
Claims 1-3, 6, 7 and 9-1 1 are now moot. It is respectfully requested that the 35 
U.S.C. § 102(b) rejections based upon these claims be withdrawn. 

Claim 1 3, as amended, recites that the first administration of tumor 
cells omits an adjuvant. The Berd et al., Ann. NY Acad. Sci. . Vol. 690: 147-152 
(1993) reference fails to disclose a method wherein the first administration of the 
tumor cell composition excludes an adjuvant. The methods of the reference utilize 
adjuvants in the first administration. Therefore, the reference, as recognized by the 
Examiner, does not disclose all the limitations of amended Claim 13. 

In addition, since amended Claim 13 is not anticipated by the Berd et 
al., Ann NY Acad. Sci. . Vol. 690:147-152 (1993) reference, it is axiomatic that 
Claim 15, which depends from Claim 13 and therefore contains all the limitations of 
Claim 13 is also not anticipated. Therefore, Claim 15 is not anticipated by the 
Berd reference. 

It is therefore respectfully requested that the Examiner remove the 35 
U.S.C. § 102(b) rejection relating to Claim 15 allow the claims to pass to issuance. 

35 U.S.C. §102(b) 
Fuiiwara 

Claims 1, 2, 6, 9 and 10 are rejected under 35 U.S.C. §102(b)as 
being anticipated by Fujiwara, et al. The J. of Immun . Vol. 124:863-869(1980). 
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Claims 1-12 have been cancelled. Therefore, the rejections relating to Clainns 1, 2, 
6, 9 and 10 are now moot. It is respectfully requested that the 35 U.S.C. § 102(b) 
rejections based upon these claims be removed. 

35 U.S.C. §102(b) 
Berd et al (WO 98/14206) 
The Examiner has rejected claims 1 -3, 6-1 1 , under 35 U.S.C. § 1 02(b) as 
being anticipated by Berd, et al.(WO 98/14206) 

Claims 1-12 have been cancelled. Therefore, the rejections relating to 
Claims 1-3, 6-10 are now moot. It is respectfully requested that the 35 U.S.C. 
§ 102(b) rejections based upon these claims be removed. 

35 U.S.C. §102(b) 
Berd et al (WO 96/40173) 
The Examiner has rejected claims 1-7, and 9-1 1 under 35 U.S.C. 
§ 102(b) as being anticipated by Berd, et al. (WO 96/40173). 

Claims 1-12 have been cancelled. Therefore, the rejections relating to 
Claims 1-7, 9-1 1 are now moot. It is respectfully requested that the 35 U.S.C. 
§ 102(b) rejections based upon these claims be withdrawn. 



Double Patenting 
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The Examiner has provisionally rejected Clainns 1 -3, 6-9 and 1 1 under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable 
over claims 1,7, 8, 9,10 of co-pending U.S. Application No. 09/304,859. U.S. 
Application No. 09/304,859 has been allowed by the United States Patent and 
Trademark Office and the issue fee paid on August 6, 2002. It is respectfully pointed 
out to the Examiner that Claims 1 -3, 6-9 and 1 1 of the pending application have been 
cancelled and the provisional rejection of these claims is now moot. 

In addition, the Examiner has also provisionally rejected Claims 1-3, 6-9 
and 1 1 under the judicially created doctrine of obviousness-type double patenting as 
being unpatentable over claimsl, 2, 3, 7, 1 1, 16, 20, 21, 25, 53, 54, and 55 co- 
pending U.S. Application No. 09/025,01 2. It is brought to the notice of the Examiner 
that U.S. Application No. 09/025,012 is now abandoned. Furthermore, claims 1-3, 
6-9, and 1 1 have been canceled. Therefore, it is respectfully requested that the 
Examiner remove the obviousness-type double patenting rejection for there will no risk 
of two patents issuing for the same invention. 

Conclusions 

In view of the above amendments and remarks, it is respectfully 
requested that the application be reconsidered and that all pending claims be allowed 
and the case passed to issue. 

If there are any other issues remaining which the Examiner believes could 
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be resolved through either a Supplemental Response or an Examiner's Amendment, the 
Examiner is respectfully requested to contact the undersigned at the telephone number 
indicated below. 



Respectfully submitted. 




Paul F. Fehlner, Ph.D. 
Reg. No. 35,135 
Attorney for Applicants 



DARBY & DARBY, P.C. 
Post Office Box 5257 
New York, NY 10150-5257 
Phone (212) 527-7700 
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MARK-UP VERSION FOR AMENDMENT UNDER 37 C.F.R. §1.312 



Hon. Commissioner of August 12, 2002 

Patents and Trademarks 
Washington, DC 20231 



IN THE CLAIMS: 

13. (Amended) A method for inducing an anti-tumor response in a mammalian 
patient suffering from a tumor, which method comprises administering to the patient 




a composition comprising a haptenized or non-haptenized tumor cell or tumor cell 
extract comprising from about 2 x 1 0^ to about 2.5x10^ tumor cells or cell equivalents 
per dose, without any adjuvant, wherein the tumor cells or cell equivalents are 
conjugated to a hapten, and rendered incapable of growth or multiplication in vivo, 
[The method of claim 10, wherein the composition is administered] prior to a second 
composition comprising an adjuvant and a tumor cell or tumor cell extract, which 
second composition [ a) is conjugated to a hapten, and b)1(a) contains from about 
2 X 10^ to about 2.5 x 10® tumor cells or tumor cell equivalents and (b ) wherein the 
tumor cell or tumor cell extracts are coniugated to a hapten . 



16. (Amended) The method of claim [13115, wherein the composition is 
administered four to seven days prior to the administration of cyclophosphamide. 

17. (Amended) The method of claim [10 11 3, wherein the tumor cells or tumor cell 
extracts originate from a tumor selected from the group consisting of melanoma, 
ovarian cancer, colon cancer, breast cancer, rectal cancer, lung cancer, kidney cancer, 
prostate cancer, and leukemia. 

1 8. (Amended) The method of claim [10113, wherein the tumor cells or tumor cell 
extracts are autologous. 

19. (Amended) The method of claim [10 1 13 , wherein the tumor is melanoma. 

20. (Amended) The method of claim [10113, wherein the patient is a human. 
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